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Period for Reply^'^"^^ communication appears on the cover sheet with the correspondence address 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensionsoftimemaybeavailableundertheprovisionsof37CFR1. 136(a). In no event however mav a renlv be timelv filed 
after SIX (6) MONTHS from the mailing date of this communication r, may a reply be timely filed 

- I NO period for re'Jiv T.fjrfr,T.r "'"^ ' f'^' ' ^ "'"^ "^^ '^'"'"^"'^ °^ '^'^ (3°) '^^V^ be considered timely. 

- ^ailure to re«hin h^/eTo^^^ ""^T"' ! " °7 "^""^ '"^'^ "^'^^ ^'^ ^^""^ "^-""S ''^'^ °f 'his communication. 
An„,ln '^^ L ^ ^i" f'^''"'?.'''' P'^""^ '^P'^ ^tatute, causs the application to become ABANDONED (35 U.S C § 133) 

- Any reply received by the Office later than three months after the mailing date of this communication even if timelv filed mav reduce anv 
earned patent term adjustment. See 37 CFR 1.704(b) u, „,ay icauce any 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)\J This action is FINAL. 2bM This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under £xpa/te Quay/e, 1935 C D 11 453 O G 213 
Disposition of Claims 

4) 13 Claim(s) 27-32 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) K Claim(s) 27-32 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) 0 The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. 

3. n Copies of the certified copies of the priority documents have been received in this National Staqe 

application from the International Bureau (PCT Rule 17.2(a)) 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachmant(s) 

1)^ Notice of Referer.cesC,ted(PTO-892) 4)0 ir^terview Sumrrtary (PTO-41 3) Paper No(s). 

2 U Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Inforr^al Patent Application (PTO-152r~ 

■i) lAI Information Disclosure Statement(s) (PTO-1449) Paper No(s) 0. 7A.B . 6) □ Other: 
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Application/Control Number: 09/839,164 
Art Unit: 1653 

Claims 1-26 hiave been canceled. Claims 27-32 are currently pending and are 
under examination. 

Claim 30-32 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. Claims 30-32 are indefinite because it is not clear what present in the milligram 
amounts means, as a composition comprises a concentration of a particular item, such as 
grams/liter, for example. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 

e) the invention was described in a patent granted on an application for patent by 
another filed in the United States before the invention thereof by the applicant for 
patent, or on an international application by another who has fulfilled the requirements 
of paragraphs (1), (2), and (4) of section 371 (c) of this title before the invention thereof 
by the applicant for patent. 

Claims 27-32 are rejected under 35 U.S.C. 1 02(b) as being anticipated by Tame et al. 
(1991; J. Mol. Biol. 218:761-767). Tame et al. teach a -globin in a buffer solution, which is a 
pharmaceutically acceptable carrier (page 763, col. 1 , para. 1 ) . This a -globin was diluted to 5 
mg/ml with the buffer and then diluted further to 0.25 mg/ml with a potassium buffer (Claim 27). 
(^globin vv'os added to the (x -globin solution in the presence of hemin dicyanide (Claim 29). 
Claim 28 is included in this rejection because the (1-globin-€M»i«<3dded to the a -globin solution 
was most likely in the same buffer as the a -globin because it was added in "molar excess". 
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indicating that the |i-globin was in solution and in at least the concentration ot the (x -globin. 
Claims 30 to 32 are included in this rejection because there is no concentration provided in the 
claims, and enough of the solutions taught in Tame et al. can be made to comprise 0.1 mg to 6 
g of globin. 

Claim 29 and 32 is rejected under 35 U.S.C. 102(e) as being anticipated by Estep (USP 
4,861,867). Estep teaches hemoglobin in phosphate buffer solution (1 g/dl) in Col. 14, Example 5. 
Therefore, compositions comprising a - and p-globin is anticipated by Estep. Claim 32 is 
included in this rejection because there is no concentration provided in the claims, and enough 
of the solutions taught in Estep can be made to comprise 0.1 mg to 6 g of globin. 



Claims 27-32 are rejected under 35 U.S.C. 102(e) as being anticipated by Hoffman et oi. 
(USP 5,449,759). Hoffman et al. teach a -globin diluted to 0.3 mg/ml potassium phosphate 
buffer, which is a pharmaceutically acceptable carrier (col. 18, line 28; Claim 27). |1 -globin, 
dissolved in a tris buffer solution at 5 mg/ml (col. 18, line 25; Claim29), was added to this a -globir 
(col. 18, line 36; Claim 29). This solution of hemoglobin was purified and placed in a sodium 
phosphate buffer solution (col. 18, line 59). Additionally, col. 22, Example 3 teaches 60 g/l of 
hemoglobin, which is comprised of (x - and (x-globin in a physiologically acceptable blood 
substitute solution. Claims 30 to 32 are included in this rejection because there is no 
concentration provided in the claims, and enough of the solutions taught in Tame et al. can be 
made to comprise 0.1 mg to 6 g of globin. 



No Claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Karen Cochrane Carlson, Ph.D. whose telephone number is 703-308-0034. 
The examiner can normally be reached on 7:00 AM - 4:00 PM, off alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Dr. Christopher Low can be reached on 703-308-2329. The fax phone numbers for 
the organization where this application or proceeding is assigned are 703-308-4242 for regular 
communications and 703-308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-1235. 

September 17, 2002 
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